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Referenda del expediente del solicitante 
o del mandated o 



Solicitud intemacional N° 

PCT/CU 2004/000004 



PARAACCI6N 



Vease formulario PCT/IPEA/416 



Fecha de presentaci6n intemacional 
(dia/mes/ano) 
15 Marzo 2004 (15.03.2004) 



Fecha de prioridad (dia/mes/ano) 
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Clasificacion Intemacional de Patentes (IPC) o a la vez clasificaci6n n acional e IPC 
A61K 35/78, A61P 13/08 



Solicitante 



LABORATORIOS DALMER S.A. 



Este INFORME comprende 4 hojas, incluida la presente hoja de portada 
Este infonne tambien contiene ANEXOS, que comprenden: 
a. □ (remitido al solicitante y a la Oficina Intemacional) un total de 



. hojas. descritas a continuaci6n: 



n ££"„? 6 ,a de f° rip < . Ci6n ' las , re jvindicaciones y/o los dibujos que han sido modificadas y que sirven de 

SlS^' 'ft* h T ^ ?° ntienen ^^aciones autorizadas por esta aS5S££ 
(vease la Regla 70. 1 6 y la Listrucci6n Administrativa 607 del PCT). 

D SXw-? em P' azan 8 "nteriores, pero que esta Administracidn considera que contienen 

- 4Ue ^ 8,ld de ,a divB, »»K° de la fovenci6n tal como fueorigtaata 
presentada, segun se mdica en el punto 4 del Recuadro I y en el Recuadro Suplementario. 

D eSoScoSr nente 3 18 ° fiCina fatemacional ) un total de tipo y numero de soporte(s) 

. T* "— — tr- t » Q ue contiene una lista de secuencias y/o tablafs) relativasfs , > 

solo en formato legible por ordenador, como se indica en el Recuadro Suplementario Svo JSESSto 
Secuencias (ver Instrucci6n Aoministrativa 802). "™<uiu rciauyo a vistas oe 



4. 



El presente infonne contiene indicaciones relativas a los puntos siguientes: 



□ 
□ 
□ 



Recuadro I 
Recuadro II 
Recuadro HI 
Recuadro IV 



Base de este infonne 
Prioridad 

No formulacidn de opini6n sobre la novedad, la actividad inventiva y la aplicaci6n industrial 
Falta de unidad de invenci6n 

Declaraci6n motiyada segun el Artfculo 35.2) sobre la novedad, la actividad inventiva y la 
aphcaci6n industrial; citas y explicaciones en apoyo de esta declaraci6n 
Ciertos documentos citados .; 



[xj Recuadro V 

□ Recuadro VI 

□ Recuadro VII Defectos en la solicitud intemacional 

□ Recuadro VHI Observaciones relativas a la solicitud intemacional 



Fecha de presentaci6n de la solicitud de examen preliminar 
intemacional 

20 AGOSTO 2004 (20.08.2004) 



Nombre y direcci6n postal de la Administraci6n encargada 
del examen preliminar intemacional 

OFICINA ESPANOLA DE PATENTES Y MARCAS 
Cf Panamfi, 1 - 28071 Madrid (fispafia) 
N° de fax: (+34) $1 34$ 53 04 



Fecha de finalizaci6n del presente infonne 



31 ENERO 2005 (31.01.2005) 



Funcionario autorizado 

Sukhwani, Ashk 
N°detelefono: (+34) $1 349 54 73 



Formulario 
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BEST AVAILABLE COPY 




INFORME PRELIMINAR INTERNACIONAL SOBRE 
PATENTABILIDAn 

I Recuadro I. Base de este informe 



Solicitud internacional N° 

PCT/CU 2004/000004 



que es el de una 



□ busqueda internacional (segiin Reglas 12.3 y 23.1.b)) 

□ publicaci6n de la solicitud internacional (segiin Regla 12.4) 

□ examen prelirninar internacional (segiin Reglas 55.2 y/o 55.3) 

14 se las Nomina i este W^Z^ a7£?^° ~* " M ° 



M la solicitud internacional tal y como foe inicialmente presentada/enviada 



O la descripci6n: 
paginas 



paginas * 



— * teI com ° se presentaron/enviaron inicialmente 



- recibidas por esta Administracidn en fecha 

- recibidas por esta Administracidn en fecha * 



las reivindicaciones: 

paginas 

paginas * 



paginas * 
paginas * 



, — , tal como se presentaron/enviaron inicialmente 

, modificadas (acompafiadas de una declaraci6n) segiin el articulo 19 

_ recibidas per esta Adrninistraci6n en fecha 

recibidas por esta Administraci6n en fecha ' 



los dibujos: 

paginas 

paginas * 
paginas * 



-» teI como se presentaron/enviaron inicialmente 



. recibidas por esta Administracidn en fecha 
. recibidas por esta Administracidn en fecha " 



□ una lista de secuencias y/o tabla(s) relativa(s) - ver Recuadro Suplementario relativo a Listas de Secuencias 
□ Las modifications ha ocasionado la anulaci6n de: 



□ la descripci6n, paginas 

□ las reivindicaciones, N°s 

□ los dibujos, hojas/fig. 



□ la lista de secuencias (precisar) 

□ tabla(s) relativa(s)a la lista de secuencias (precisar) 



la descripci6n, paginas 



□ las reivindicaciones, N°s 

□ los dibujos, hojas/fig. 



□ la lista de secuencias (precisar) 

□ tabla(s) relativa(s)a la lista de secuencias (precisar) 



\* Si se utiliza el punto 4, alguna s o todas estas paginas pueden llevar el sello de "susutuida" 
Formulario PCT/IPEA/409 (recuadro I)(Enero 2004) 
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Recuadro V. Dcdarad6n motivada t segfa el Artfculo 35.2) sobre la novedad, la actividad inventiva y la aplicaci6n 
industrial; citas y explications en apoyo de esta declaraci6n apucacion 



1. Declaraci6n 
Novedad 



Reivindicaciones 1-13 
Reivindicaciones 



Actividad inventiva 
Aplicacion industrial 



Reivindicaciones 1-13 
Reivindicaciones 



Reivindicaciones 1-13 
Reivindicaciones 



SI 
NO 

SI 
NO 

si 

NO 



2. Citas y explicaciones (Regla 70.7) 

frf,t?L e l en i e invend6 " tien f como ob J* e to ""a composici6n farrnaceutica, obtenida de los 
E^EE? ° V6rdeS de 13 P3,ma r6al "**»>. que contiene una mezcte 

t^^r^T 03 aSf C ° m ° Una me2c,a de ^ de acidos 

farI!!o!S.« eS / 0 ^ jet S- de - P rotecci6n . el metodo de obtenci6n de la composicion 
lo^cidos ! grasor a ° ,0neS } P ° r SeCad °' m ° ,id ° d6 ' frUt ° y extracci6n selec «va de 

irnSfS 86 V tiliza ,P ara e .' tratamiento y prevencidn de la hiperplasia prostatica, la 
prostatitis, la alopecia y el hirsutismo (reivindicaciones 3 y 9-12). 



Documentos tornados en consideracion 
D1 

EL-KHALAFY, H. M. et al. "Chemical investigation of Egyptian veqetable fats and oik Th« 
chemical constitution of some Anacardiaceae and Palmae see oils" Grasas y Aceites 1971 Jo? 
22, n°. 4, paginas 269-274. Ver pag. 270, columna 1, pag. 273, Tabla IV 1971 

D2 

r^i^L^ f aL -"« atty ^ cid , S of R °y stonea re&a kernel and shell oils". Journal of the Oil 
Technologists' Association of India, 1979. Vol.11 n° 4, pagina 100. 1979 

D3 

CU 21519 A1 (DIETER, P.) Descrlpcl6n, pagina 1, parrafos 4-6. 09.06.1987 
D4 

CN 1 184670 A (ZHANG, 6.) (resumen) . Recuperado de EPO WPI Database. 17.06.1998 



Continua en pagina sieuiente.. 
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Continuaci6n Recuadro V. 
Continuacidn 2. 



Solicitud intemacional N° 

PCT/CU 2004/000004 



JSS? rj iv » d s a , se 8 fin el Artfculo 3S(2) sobre la novedad, la actividad inventiva < 
la aplicaci6ii industrial; cltas y e.xplicacioncs en appyp de esta declaraci6n 



Los documentos D1 a D3 se refieren a la Roystonea regis. Los dos primeros se auedan 
El D4 descnbe la misma aplicacion de la rafz de otra palma. 

La invencion reivindicada difiere de los documentos citados D1 a D4 en que ninouno de 
los documentos citados muestra una composici6n que contiene los add? gras? de ll 

ttttrr^ Tampoco se han encontrado documentos que dTvulguen 
el metodo de obtenci6n de la composition farmaceutlca. u.vuiguen 

^.H« tra Part6, e ' ° b l e I° de la solicitud . un a composicidn farmaceutlca con la mezcla de 
acidos grasps y sus esteres, su metodo de obtenclon y su uso no es obvia pa a moSuto 
en la materia a la vista de los documentos citados. Tampoco hay MomSSl^JS^ 

SlfhSSL? eXPe ? t a ,a 1 uti,izadon de la composicion faima^itk^^el tatS^S 
de la hiperplasia prostatica, la prostatitis, la alopecia y el hirsutismo. ^m.enio 

Por lo tanto, el objeto de las reivindicaciones 1-13 cumple los requisitos de novedad 
activ.dad .nvent«va y aplicaci6n industrial de acuerdo con el Artfculo 33 (2,3,4) del PCT 



PCI/iyMA/409 (recuadro V contimiaci6n 2)(En^|gqg4^- Y 



1 

1 



PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter II of the Patent Cooperation Treaty) 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 






PCT-CU04-002 


FOR FURTHER ACTION 


See Form PCT/IPEA/416 


International application No. 


International filing date (day/month/year) 


Priority date (day/month/year) 


PCT/CU2004/000004 


15.03.2004 


20.03.2003 


International Patent Classification (IPC) or national classification and IPC 


Applicant 






LABORATORI OS DALMER S.A. 





This report is the international preliminary examination report, established by this International Preliminary Examining Authority 
under Article 35 and transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 4 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, comprising: 

(sent to the applicant and to the International Bureau) a total of 



sheets, as follows: 



□ 
□ 



sheets of the description, claims and/or drawings which have been amended and are the basis for this report and/or 
sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the Administrative 
Instructions). 

sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes beyond 
the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the Supplemental 
Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carriers)) 

, containing a sequence listing and/or tables 

related thereto, in computer readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see 
Section 802 of the Administrative Instructions). 



4. This report contains indications relating to the following items: 

Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 





Box No. I 


□ 


Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 



Date of submission of the demand 


Date of completion of this report 


Name and mailing address of the IPEA/ES 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/CU2004/000004 



Box No. I 



Basis of the report 



With regard to the language, this report is based on the international application in the language in which it was filed, unless otherwise 
indicated under this item. 

r I This report is based on translations from the original language into the following language 

1 ' which is the language of a translation furnished for the purposes of: 



□ international search (Rule 12.3 and 23.1(b)) 

□ publication of the international application (Rule 12.4) 

□ international preliminary examination (Rule 55.2 and/or 55.3) 



With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished to the 
receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
this report) : 



□ 



the international application as originally filed/furnished 

the description: 

pages 



as originally filedVfurnished 



received by this Authority on 
received by this Authority on 



□ 



the claims: 



nos. 
nos. 1 
nos.' 
nos. 1 



as originally filed/furnished 



as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



□ 



the drawings: 

sheets 

sheets* 

sheets* 



as originally filed/furnished 



received by this Authority on 
received by this Authority on 



□ 
□ 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 
The amendments have resulted in the cancellation of: 

□ the description, pages 

□ 

the claims, nos. 

□ the drawings, sheets/figs 

the sequence listing (specify): 

any table(s) related to sequence listing (specify): 



4. j ~l This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, since 
1 1 they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 



□ 
□ 
□ 
□ 
□ 



the description, pages 
the claims, nos. 



the drawings, sheets/figs 



the sequence listing (specify): 



any tablets) related to sequence listing (specify): 



If item 4 applies, some or all of those sheets may be marked "superseded. ' 
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International application No. 
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Box No. V Reasoned statement uiider Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) 

Inventive step (IS) 



Claims 1 — 1 3 
Claims 



Claims 1 ~ 1 3 
Claims 



Industrial applicability (IA) claims 1 - 1 3 

Claims 



YES 
NO 

YES 
NO 

YES 
NO 



Citations and explanations (Rule 70.7) 

The present invention relates to a pharmaceutical 
composition prepared from ripe or green fruit of the 
Cuban Royal Palm (Roystonea regia) , which contains a 
mixture of primary fatty acids and a mixture of the 
esters of these acids (claims 1-3 and 9-13) . 

Also claimed is the method for producing the 
pharmaceutical composition (claims 4-8) by drying and 
grinding the fruit, and by selectively extracting the 
fatty acids. 

The composition is used for treating and preventing 
prostatic hyperplasia, prostatitis, alopecia and 
hirsutism (claims 3 and 9-12) . 

Reference is made to the following documents: 

Dl: EL-KHALAFY, H.M. et alia, "Chemical Investigation 
of Egyptian vegetable fats and oils. The chemical 
constitution of some Anacardiaceae and Palmae seed 
oils". Grasas y Aceites, 1971, Vol. 22, No. 4, 
pages 269-274; see page 270, column 1; page 273, 
table IV, 1971 

D2: BADAMI, R.c. et alia, "Fatty acids of Roystonea 
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International application No. 

PCT/CU2004/000004 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

regia kernel and shell oils", Journal of the Oil 

Technologists' Association of India, 1979, Vol, 

11, No. 4, page 100; 1979 
D3: CU 21519 Al (DIETER, P.), page 1, paragraphs 4-6 

of the description, 9 June 1987 
D4: CN 1184670 A (ZHANG, B.), abstract found in EPO 

WPI Database, 17 June 1998 

Documents D1-D3 relate to Roystonea regia. Dl and D2 
discuss its fatty acids, and D3 relates to the grinding 
of the fruit of this palm tree. D4 describes the same 
application of the root of another palm tree. 

The claimed invention differs from the citations D1-D4 in 
that none of the citations shows a composition which 
contains the Cuban Royal Palm fatty acids together with 
their esters. Nor have any documents been found which 
describe the method for producing the pharmaceutical 
composition . 

Moreover, the subject matter of the application, i.e. a 
pharmaceutical composition containing the mixture of 
fatty acids and their esters, its production method and 
its use, is not obvious to a person skilled in the art in 
view of the citations. Nor do these documents contain any 
hints which could prompt a person skilled in the art to 
use the pharmaceutical composition for the treatment of 
prostatic hyperplasia, prostatitis, alopecia and 
hirsutism. 

Consequently, the subject matter of claims 1-13 meets the 
requirements of PCT Article 33(2), 33(3) and 33(4) for 
novelty, inventive step and industrial applicability. 
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